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Office Action Summary 



Application No. 

08/966.233 



Examiner 

Marianne Allen 



Applicant{s) 

LEE. SE-JtN 



Art Unit 



1631 



ZTfTe MAILING DATE of this con,municat.on app Jars on the cover sheet tt,. corresponaenc. - 

''TsHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. nS period for reply is specified above the "^v'?teS?te^^^^^^^^^^^^ "eiome ABANDONED (35 U^S.C. § 133). 

■ r^prisii:ryrerc;tarrnre°^^ 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 03 Apr/7 2007 . 
2a)n This action is FINAL. 2b)El This action is non-final, 

a n Since this application is in condition for allowance except for formal nnatters prosecu^on a| to the ments ,s 
closed in accordance with the pra^^^^^ 11,453 0.6.213. 

Disposition of Claims 

4) 13 Claim(s) ^i^-ffi 22 and 24-38 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 12 Claim{s) .^,7l-15.22.24-38 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirennent. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are objected to by the Examiner. 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved. 



12)D The oath or declaration is objected to by the Examiner. 



Priority under 35 U.S.C. § 1 1 9 

13)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAIl b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. 



3 □ copies Of the certified copies of the priority documents have been received in this National Stage 
aoDlication from the International Bureau (PCT Rule 1 7 2(a)) 
* see the attached dSled Office action for a list of the certified copies not received. 
14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 



Attachment(s) 

15) D Notice of References Cited (PTO-892) 

16) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Statennent(s) (PTO-1449) Paper No(s) • 



18) □ Interview Summary (PTO-413) Paper No(s). 

19) □ Notice of Infonmal Patent Application (PTO-152) 

20) □ Other: 



j S Patent and Trademark Office 
PTO-326 (Rev. 01-01) 



Office Action Summary 



Part of Paper No. 53 
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DETAILED ACTION 

Claims 32-38 have been newly introduced. 

Response to Arguments 

. f ,ai. M unde. 35 U.SC U2, f,rs. paragraph, is >" vie. of 

The rejection of claim 31 unoer ^ 

,ea™e„.™e„UO.Hea.».. „ , „„,„.„.ea in .His ac«e„ ca„ .e 

The text of those sections of Title 35, u.:^ 

in a prior Office action. 

Claim Rejections. 35 use §101 
aaims3 11-13,22, and24.38arer.ectedunder3SU.S.C..101becausetheclaimed 

_ionlac.patentableutilit.duetoitsnotbein.suppo.edb.a 

credibleutilityorbyawellestablishedutility. 

• • .f.vreasonsofrecordasappliedtoclaims3,ll-15,22,ana 
This rejection is maintamed for reasons oi 

i;.^ tn claims 32-38 for the same reasons. 
24-3 1 and newly applied to claims 

c.a,»3iisaire«e..oaco.pie.e„,ar,D.Ase,.e,„. Ciai.s U, 26, an. 33 are 
p.o.e.„s. C.a™3,. ,,,, cairns ,.,4, 2,-29, and 3. are 

directed to vector contaming a DN A segme 

, . .0 34 and 37 are directed to methods of producing 
directed to host cells. Claims 15, 30, 34, and 

_.-00.,...pr.e.„pro.c..a.pa.e„ra.,e.ia..r.ere^^^^^^^^^^^^ 

,ere.re,.e™e.Hoas„rpro..n...pro.ei„a.vec.orsa„d.o...^^^^^^^^^^ 

,3a„,2«0)ro™a.e*esepro.ei„produc.s.us.a,so,a*paten.«eu„„.y^ 
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^p„ca„.arg„es.ha...e,eare...,eas.*eeu,ia.iesforGDP-n.a.suppon*ec,.™^ 
..„Uon,a„VO„eofw.e.w„u,a.eade,„a.e.op.ov.eap.ac.>caU«,"T.er,. 

„o™a.ye.p.es.s.e.e„eo.pro.>„.TKeexa™.e,„o.es«„o.n,o.s.ve.ee„.e„„^^^^ 
..Hespec«ca..o«asa,>sin»fro™ace,Hype..«.no™aU,exp.s.s*eODP-Ueneo. 

p„e.THuM«sisn„.a.ecmo,su.s.an«aU.a.ea>Heu.m.no.awe„-.„o^ 

^pp„oan„ete.„ce.a„aMtrac..o™bodeaue.a,,(.9S9),Theexa™ne.„o<es*a.OD^^ 

„„..ee„— a.ea.o.ea™...,apa„«a,ce„U„easein.espe— 

THUS, ...U„o.aspec.c,.— a„ac«a,.e.«vno.aw^^^^^^^^^ 
,,ODF->™.-ue.a,.ca„>«aU«n...ed*o™..e.s.a„.appnoa*„aUeas..ecau.,. 

„p..uc>„s— .a„.«esa„-.ee„..*e™,o«„a — 
„,.„„,,„epa„e™.or_eac.M..So.ea„.«es..aa,e— ^ 

,,«.„^...e.pec,f.ca.io„a.a™...T,e.«.a.eauUn.y>n.heresp^^ 

n,o,ecu>e >„ neurona, cu>.u. The examiner „o.es .Ha. ..e .pecif,ca.ion does no. 
p„..veWasse„.ha.0...isaee.Uu.Wa. — in„eu.o„aU„..e,Mp„,„.ed.o.^^^ 

app„can.,„.herespo„s..hespecif,ca.io„s.a.eC'.fGDF4possessesa.™na.ac..v..y..G 

„U,„Ke.yp.oveuse^l.. •■ (emphasis ad«,, .gain, .he examiner — ..a. .he 
,.,f,ea.>o„c,ea,M.c.o...ha.a..he.,™eonhe — .hespec>f,c«^^^^^^ 
..cia.eawUhOOP-,wasno..nown. .pphcan. a.. p.o.e. .he Bhenda— . The 
.an,>ne.„o.es.ha.noneof.he_.Un.hepHo.Off,oeac.,on— s.heaer,c.^^^^^ 
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J J ..J Th, maminer further notes that the Ebetidal 
of the Ebendal declaration have been addressed^ The exammer n. 

declaration doe.no. showthatODP-lhasanactivity also .nowntobe posseted by activinat 
.Hetinteoftheinvention. AS such, app,icanfsarguntentsonpage7oftherespo„se with respect 

.0 activin appear to be n,isp>a«d^ Thus, use as a ceU survival nto.ecule is not a specfic, 
substantial, and credible utility nor a well-known utility for GDF-1 

AS se, forth in the prior Offtce action, the sp^ification discloses that the GDF-. proteins 
™a, have any of a number of biological activities based upon similarity to members of the TFO- 
psuperfamily, H is noted that these activities vat, ,uite widely^ The similarities between 
particular ODF-lprotei„sandtheTGP.pfami,ymembersranse.om26-5.%onthe amino acd 

level (See specification page 12, lines 8-20.) 

The specification makes dear that fcrther experimentation is necessary to confirm the 

and/or its function ,s no. disclosed as to a curtently available or substantia, u.ihty. 

Claim Rejections - 35 USC § 112 

Claims 3, 1 1-15, 22, and 24.3S are also reiected under 35 U SC S 112, first para^aph. 
Speoifica,ly.since.hec,aimedinventio„isno.supportedbyeitheraspecificandsubstant,a, 

asserted uttntyorawellestablishedutrnty for .he reasons se-forthabove, one Skilled inthe art 

would no. know how to use the claimed invemion^ 

This rejection is maintained for reasons of record as applied to claims 3, 11-15, 22, and 
24-3 1 and newly applied to claims 32-38 for the same reasons. 
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Claims 3, 11-15, 22, and 24-38 are rejected under 35 U S C. 1 12, first paragraph, as 
comaining subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was fled, had possession of the claimed invention. This is a written description 

rejection. 

This rejection is maintained for reasons of record as applied to claims 3, 1 1-1 5. 22, and 
24-31 and newly applied to claims 32-38 for the same reasons. 

Claim 3 is directed to DNA segments encoding mouse or human GDF-1 Claim 22 is 
d,reced to mammalian ODF-1 proteins defined .n an open reading frame of Figure 2 or Figure 
U A or Figure 1 IB. Claims 24-25 and 35 specifically include sequence outside the open reading 
frame. Claim 31 is directed to a complementary sequence under certain hybridization 
conditions. All of the claims use open language. 

First of all, the claim language used clearly encompasses the genomic sequences 
(particularly apparent in claims 24-25 and 31) whrch have not been disclosed and are thus no. 
descrrbed. It ,s noted that the sequences disclosed were derived from cDNA sequences. With 
respect to claim 31, it is particularly noted thatthe Southern blot experimems in Example 5 
demonstrate that even under high stringency hybridization conditions, additional bands were 
detected in addition to a predominant band and their sequence structure is not described. The 
specification clearly distinguishes them from partial digestion products. 

Applicant's response does not address why the structure of the genomic sequences 
encompassed are described by the specification. Applicant's response does not address what 
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„e expected structure for other members of tWs family are nor what structural features identic a 
protein as a GDP-, protein. Furthermore, as.heactlvity of GOT-, wasnotknownatthettmeof 
the invention, the specification does no. enab.e any assays for iden.if.ca,ion of ODF-.. 
Appucanfs response does not address this point. As such, none of these sequences mee. .he 
written de^ription provision of 35 USC i .2, first paragraph. The specification provides 



insufficient written 



description to support the genus encompassed by the claim. 



Claim 35 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to panlcularly point out and dis.inC,y claim .he subjec. ma..er which apphcan. regards as 

the invention. 

calm 35 appears .o be direced .o .he same subject matter as cl^m 24. There does not 
appear to be any difference in scope between the claims. 

Applicant's commems regarding U.S. Parent Nos. 6.008,0.7 and 6,074,S4, are again not 
germane The inventors, a^ignee, and subjec. maner are no. shared by the instant application 
The issued claims are not directed to ODF-.. Each application is examined independently and 

on its own merits. 

It is believed that all pertinent arguments have been addressed. 



Conclusion 



No claim is allowed. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 

date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen, whose telephone number is (703) 308-0666. 
The examiner can normally be reached on Monday-Friday from 9:00 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (703) 308-4028. Official FAX 
communications may be directed to either (703) 308-4242 or (703) 305-3014. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 

6/lARIANME P. ALLEN 
PRISMRY EXAMINER 
GROUP laan 



